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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 

Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply Is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication, 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 



1 )M Responsive to comnnunication(s) filed on 14 November 2003 . 
23)0 This action is FINAL. 2bM This action is non-final. 

3) n Since this application is in concJition for allowance except for fornial matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD, 11, 453 O.G. 213. 

Disposition of Claims 

4) 13 Claim(s) 1.3,4,7-1 0,1 2-1 9.25-29.33 and 59-69 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) 13 Claim(s) 1, 3, 4, 7-10, 12-19. 25-29. 33. and 59-69 is/are rejected. 
/)□ Clalm(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) [3 The specification is objected to by the Examiner. 

10)13 The drawing(s) filed on 20 February 2001 is/are: a)M accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the con-ection is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
Priority under 35 U.S.C. §§119 and 120 



12) |2g Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 

bMAW b)\J Some*c)n None of: 

1 -13 Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received, 

13) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application) 

since a specific reference was included in the first sentence of the specification or in an Application Data Sheet. 
37 CFR 1.78. 

a) □ The translation of the foreign language provisional application has been received. 

14) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 since a specific 

reference was included in the first sentence of the specification or in an Application Data Sheet. 37 CFR 1.78. 
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Notice of Draftsperson's Patent Drawing Review (PTO-948) 



1) 

2) 



3) 13 Information Disclosure Statement(s) (PTO-1449) Paper No(s) 
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5) 
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□ Interview Summary (PTO-413) Paper No(s). 

□ Notice of Informal Patent Application (PTO-152) 
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DETAILED ACTION 
Status of Application^ Amendments^ and/or Claims 

1 . The Response and Amendment filed 14 November 2003 has been received and entered in 
full. Claims 2, 5, 6, 1 1, 20-24, 30-32, and 34-58 have been cancelled. Claims 1, 9, 13, 14, 33, and 
60-64, 66-68 have been amended. Claim 69 has been added. 

2. The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

Withdrawn Objections And/Or Rejections 

3. The Objection to claim 25 as set forth at 1f9 pp. 3 in the previous Office Action (14 
August 2003) is hereby withdrawn in view of AppHcant's amendments (14 November 2003). 

4. The Rejection of claims 1, 3, 4, 7-19, 23-29, 33, and 59-68 under 35 U.S.C. §101 as set 
forth at 1|10 pp. 3-4 in the previous Office Action (14 August 2003) is hereby withdrawn in view 
of Applicant's amendments (14 November 2003). 

5. The Rejection of claims 1, 3, 4, 7-19, 23-29, 33, and 59-68 under 35 U.S.C. §1 12 Ijl as 
set forth at \\ 1-18 pp. 4-7 in the previous Office Action (14 August 2003) is hereby withdrawn 
in view of Applicant's amendments (14 November 2003). 

6. The Rejection of claim 12 under 35 U.S.C. §1 12 ^[2 is as set forth at 1|20-21 pp. 8 in the 
previous Office Action (14 August 2003) is withdrawn in view of Applicant's amendments (14 
November 2003). 
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7. The Rejection of claim 14 under 35 U.S.C. §1 12 ^[2 as set forth at ][22-23 pp. 8-9 in the 
previous Office Action (14 August 2003) is hereby withdrawn in view of Applicant's 
amendments (14 November 2003). 

8. The Rejection of claims 62 and 63 under 35 U.S.C. §1 12 p as set forth at ^4-25 pp. 9 in 
the previous Office Action (14 August 2003) is hereby withdrawn in view of Applicant's 
amendments (14 November 2003). 

Maintained Objections And/Or Rejections 

Oath/Declaration 

9. The oath or declaration is defective. A new oath or declaration in compliance with 37 
CFR 1.67(a) identifying this apphcation by application number and filing date is required. See 
MPEP §§ 602.01 and 602.02. 

The oath or declaration is defective because: 

Non- initialed and/or non-dated alterations have been made to the oath or declaration filed 
on 23 June 2003. See 37 CFR 1.52(c). 

New Objections And/Or Rejections 
Specification 

10. An application in which the benefits of an earlier application are desired must contain a 
specific reference to the prior application(s) in the first sentence of the specification of in an 
apphcation data sheet (37 CFR 1.78(a)(2) and (a)(5)). The specific reference to any prior 
nonpro visional apphcation must include the relationship (i.e., continuation, divisional, or 
continuation-in-part) between the applications except when the reference is to a prior application 
of a CPA assigned the same apphcation number. 
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Claim Objections 

1 1 . Claim 1 is objected to because of the following informalities: "MHC" is misspelled as 
"MCH". Appropriate correction is required. 

12. Claim 15 is objected to because of the following informalities: claim 15 depends from a 
higher number claim (claim 65). Appropriate correction is required. 

13. Claim 60 is objected to because of the following informalities: SEQ ID NO: 4 and SEQ 
ID NO: 6 are in parentheses. Neither should be in parentheses so as to avoid confusion with other 
numbers or characters which may appear in the Specification. See MPEP § 608.01(m). 
Appropriate correction is required. 



Non-Statutory Obvious-Type Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. See In re Goodman, 1 1 F.3d 
1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In reLongi, 759 F.2d 887, 225 USPQ 645 (Fed. 
Cir. 1985); In re Van Omum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 
422 F.2d 438, 164 USPQ 619 (CCPA 1970);and, In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) may be 
used to overcome an actual or provisional rejection based on a nonstatutory double 
patenting ground provided the conflicting application or patent is shown to be commonly 
owned with this application. See 37 CFR 1 .130(b). 

Effective January 1, 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply 
with 37 CFR 3.73(b). 

14. Claims 1, 3, 4, 7-10, 12-19, 25-29, 33, and 59-69 are provisionally rejected under the 
judicially created doctrine of obviousness-type double patenting as being unpatentable over 
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claims 1-18 and 20-22 of copending Application No. 10/204,362 (US 2003/0086938). Although 
the conflicting claims are not identical, they are not patentably distinct from each other because 
both sets of claims are drawn to a method involving administration of a compound comprising 
autologous Ap or autologous APP wherein is introduced at least on isolated foreign T-helper 
epitope and wherein said compound induces production of antibodies against autologous Ap or 
autologous APP. This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

15. Claims 1, 3, 4, 7-10, 12-19, 25-29, 33, and 59-69 are provisionally rejected under the 
judicially created doctrine of obviousness-type double patenting as being unpatentable over 
claims 1-3 and 4-21 of copending Application No. 10/223,809 (US 2003/0157117). Although 
the conflicting claims are not identical, they are not patentably distinct from each other because 
both sets of claims are drawn to a method involving administration of a compound comprising 
autologous Ap or autologous APP wherein is introduced at least on isolated foreign T-helper 
epitope and wherein said compound induces production of antibodies against autologous Ap or 
autologous APP. This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 



Claim Rejections - 35 USC § 112 
16. Claims 1, 3-4, 7-10, 12-19, 25-29, 33 and 59-68 are rejected under 35 U.S.C. 1 12, first 
paragraph, as containing subject matter which was not described in the specification in such a 
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way as to reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. 

17. Claims 1 and 59 recite the limitation "an artificial MCH-II binding peptide sequence" 
while not fully disclosing the structure and nature of said sequence thus implying that the 
sequence is not known or must be confirmed. 

18. To provide adequate written description and evidence of possession of a claimed genus, 
the specification must provide sufficient distinguishing identifying characteristics of the genus. 
The factors to be considered include disclosure of complete or partial structure, physical and/or 
chemical properties, functional characteristics, structure/function correlation, methods of making 
the claimed product, and any combination thereof In this case, the only factor present in the 
claim that is sufficiently disclosed is a partial structure in the form of a recitation of a desired 
activity of an undisclosed sequence. The specification does not identify any particular portion of 
the structure that must be conserved, nor does it provide a disclosure of structure/function 
correlation. The distinguishing characteristics of the claimed genus are not described. 
Accordingly, the specification does not provide adequate written description of the claimed 
genus. 

19. To satisfy the written-description requirement, the specification must describe every 
element of the claimed invention in sufficient detail so that one of ordinary skill in the art would 
recognize that the inventor possessed the claimed invention at the time of filing. Vas-Cath, 935 
F.3d at 1563; see also Lockwood v. American Airlines, Inc, 107 F.3d 1565, 1572 [41 USPQ2d 
1961] (Fed. Cir. 1997) (patent specification must describe an invention and do so in sufficient 
detail that one skilled in the art can clearly conclude that "the inventor invented the claimed 
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invention"); In re Gosteli, 872 F.2d 1008, 1012 [10 USPQ2d 1614] (Fed. Cir. 1989) ("the 
description must clearly allow persons of ordinary skill in the art to recognize that [the inventor] 
invented what is claimed"). Thus, an applicant complies with the written-description requirement 
"by describing the invention, with all its claimed limitations, not that which makes it obvious," 
and by using "such descriptive means as words, structures, figures, diagrams, formulas, etc., that 
set forth the claimed invention." Lockwood, 107 F.3d at 1572. 

20. See University of Rochester v. G.D. Searle & Co,, 68 USPQ2d 1424 (DC WNY 2003). In 
University of Rochester v, G.D. Searle & Co. a patent directed to method for inhibiting 
prostaglandin synthesis in human host using unspecified compound, in order to relieve pain 
without side effect of stomach irritation, did not satisfy written description requirement of 35 
U.S.C. §112, since patent described the compound's desired function of reducing activity of 
enzyme PGHS-2 without adversely affecting PGHS-1 enzyme activity, but did not identify said 
compound, since invention consists of performing "assays" to screen compounds in order to 
discover those with desired effect, but patent did not name even one compound that assays would 
identify as suitable for practice of invention, or provide information such that one skilled in art 
could identify suitable compound, since specification did not indicate that compounds are 
available in public depository, since claimed treatment method cannot be practiced without 
compound, and since inventors thus cannot be said to have "possessed" claimed invention 
without knowing of compound or method certain to produce compound. Thus said patent 
constituted an invitation to experiment to first identify, then characterize, and then use a 
therapeutic a class of compound defined only by their desired properties. 
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2 1 . Therefore the full breadth of the claim fails to meet the written description provision of 
35 U.S.C. §112, first paragraph. Applicant is reminded that Vas-Cath makes clear that the 
written description provision of 35 U.S.C, §1 12 is severable from its enablement provision. 

22. Claims 3, 4, 12, 13, and 61 is rejected under 35 U.S.C. 1 12, first paragraph, as containing 
subject matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. 

23. The claim requires three "moieties". The first moiety is effects the targeting of the 
analogue to an antigen presenting cell (APC) or a B-lymphocyte, the second moiety stimulates 
the immune system, and the third moiety optimizes presentation of the analogues to the immune 
system while not fully disclosing the structure and nature of said sequence thus implying that the 
moieties are not known or must be confirmed. 

24. To provide adequate written description and evidence of possession of a claimed genus, 
the specification must provide sufficient distinguishing identifying characteristics of the genus. 
The factors to be considered include disclosure of complete or partial structure, physical and/or 
chemical properties, functional characteristics, structure/function correlation, methods of making 
the claimed product, and any combination thereof In this case, the only factor present in the 
claim that is sufficiently disclosed for the "moieties" of claim 3 are desired properties. The 
specification does not identify any particular portion of the structure that must be conserved, nor 
does it provide a disclosure of structure/function correlation. The distinguishing characteristics 
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of the claimed genus are not described. Accordingly, the specification does not provide adequate 
written description of the claimed genus. 

25. To satisfy the written-description requirement, the specification must describe every 
element of the claimed invention in sufficient detail so that one of ordinary skill in the art would 
recognize that the inventor possessed the claimed invention at the time of filing. Vas-Cath, 935 
F.3d at 1563; see also Lockwood v, American Airlines, Inc., 107 R3d 1565, 1572 [41 USPQ2d 
1961] (Fed. Cir. 1997) (patent specification must describe an invention and do so in sufficient 
detail that one skilled in the art can clearly conclude that "the inventor invented the claimed 
invention"); In re Gosteli, 872 F.2d 1008, 1012 [10 USPQ2d 1614] (Fed. Cir. 1989) ("the 
description must clearly allow persons of ordinary skill in the art to recognize that [the inventor] 
invented what is claimed"). Thus, an appUcant complies with the written-description requirement 
"by describing the invention, with all its claimed limitations, not that which makes it obvious," 
and by using "such descriptive means as words, structures, figures, diagrams, formulas, etc., that 
set forth the claimed invention." Lockwood, 107 F.3d at 1572. 

26. See University of Rochester v. G.D, Searle & Co,, 68 USPQ2d 1424 (DC WNY 2003). In 
University of Rochester v. G,D, Searle & Co, a patent directed to method for inhibiting 
prostaglandin synthesis in human host using unspecified compound, in order to reUeve pain 
without side effect of stomach irritation, did not satisfy written description requirement of 35 
U.S.C. §112, since patent described the compound's desired function of reducing activity of 
enzyme PGHS-2 without adversely affecting PGHS-1 enzyme activity, but did not identify said 
compound, since invention consists of performing "assays" to screen compounds in order to 
discover those with desired effect, but patent did not name even one compound that assays would 
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identify as suitable for practice of invention, or provide information such that one skilled in art 
could identify suitable compound, since specification did not indicate that compounds are 
available in public depositoiy, since claimed treatment method cannot be practiced without 
compound, and since inventors thus cannot be said to have "possessed" claimed invention 
without knowing of compound or method certain to produce compound. Thus said patent 
constituted an invitation to experiment to first identify, then characterize, and then use a 
therapeutic a class of compound defined only by their desired properties. 
27. Therefore the full breadth of the claim fails to meet the written description provision of 
35 U.S.C. §112, first paragraph. Applicant is reminded that Vas-Cath makes clear that the 
written description provision of 35 U.S. C. §1 12 is severable from its enablement provision. 



28. Claims 3 and 12 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

29. The phrase "substantial fraction of B-cell epitopes" in claim 3 is relative which renders 
the claim indefinite. The term "substantial" is not defined by the claim, the specification does 
not provide a standard for ascertaining the requisite degree, and one of ordinary skill in the art 
would not be reasonably apprised of the scope of the invention. The metes and bounds of what 
constitutes a "substantial" fraction of B-cell epitopes is not unambiguously defied by the 
Specification or the prior art. 

30. The phrase "substantially specific binding partner" in claim 12 is a relative term which 
renders the claim indefinite. The term "substantially" is not defined by the claim, the 
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specification does not provide a standard for ascertaining the requisite degree, and one of 
ordinary skill in the art would not be reasonably apprised of the scope of the invention. The 
metes and bounds of what constitutes a "substantially" specific binding partner is not 
unambiguously defied by the Specification or the prior art. 



Summary 

3 1 . Claims 1, 3, 4, 7-10, 12-19, 25-29, 33, and 59-69 are hereby rejected. 

32. The Examiner notes that the instant Office Action has not been made final for the 
following reasons. To include newly published case law University of Rochester v. G.D. Searle 
& Co., 68 USPQ2d 1424 (DC WNY 2003), which is relevant to the instant claims and the newly 
published US Patent Apphcation Publication (published 21 August 2003, 7 days after the mailing 
of the last Office Action) [see MPEP 706.07[R-1] & 706.07(e)]. 
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Conclusion 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Christopher James Nichols, Ph.D. whose telephone number is 
571-272-0889. The examiner can normally be reached on Monday through Friday, 8:00AM to 
5:00PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Kirnz, Ph.D. can be reached on 571-272-0887. The fax phone numbers for the 
organization where this application or proceeding is assigned are 703-872-9306 for regular 
communications and 703-872-9307 for After Final communications. The fax phone numbers for 
the customer service center is 703-872-9305. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is 703-308-0196. 



CJN 

January 28, 2004 




